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DETAILED ACTION 

Election/Restrictions 

1. Applicant's election without traverse of Group I in Paper No.l 1 is acknowledged. 
Claims 2, 4, 6, 16-18, 29-30, 32 and 35 are withdrawn from further consideration 

pursuant to 37 CFR 1 .142(b) as being drawn to a nonelected inventions, there being no allowable 
generic or linking claim. Klection was made without traverse in Paper No.l 1 . 

2. Claims 1, 3, 5, 7-15, 19-28, 31, 33 and 34 have been cancelled and claims 36-54 have 
been added as requested in the amendment of paper No.l 1 . 

Newly submitted claims 37, 39, 41-42, 45, 47, 50 and 52-54 are directed to inventions 
that are independent or distinct from the invention originally claimed for the following reasons: 
claims 37, 39, 41 , 43, 47 and 50 are drawn to the inventions of original Groups II or III and 
claims 42 and 52-54 are drawn to invention of original Group III (see the office action of Paper 
No.8). 

Since applicant has received an action on the merits for the originally presented 
invention, this invention has been constructively elected by original presentation for prosecution 
on the merits. Accordingly, claims 37, 39, 41-42, 45, 47, 50 and 52-54 are withdrawn from 
consideration as being directed to a non-elected invention. See 37 CFR 1 .142(b) and MPEP § 
821.03. 

Claims 36, 38, 40, 43, 44, 46, 48, 49 and 51 are under examination in the instant office 

action. 
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Priority 

3- Acknowledge,,, is „, ade of applicanl , dajm f ^ ^ ^ ^ _ 
^d up „„ anappi , a , ioilsfiled ,, Canadaon ]o/28/iWand io/i6/iw 

-der 35 U.S.C. . ,*.M* cannot be based on sai(J ^ |he ^ ^ 

application was filed mo ,c ,han twelve months ,hcrearter. 

>f applican, des.res priority under 35 U.S.C. 365 ,c, based upon a prev.ouslv filed 
copending applica.ion. specific reference ,„ the earlier filed applied mU s, be „,ade ,„ tbe 
-an, application. TK,s should appear as ,he firs, sen.ence of , he specification following , h e 
preferably as . separale „, ^ ^ o( ^ 

(whether patented „ r a ba„d„ne d) s h„„ ld also incIu(|ed , f , ^ ^ ^ ^ ^ 

pa>en, the expression -now P a ,e„, No. . should fo| , ow fe filjng ^ ^ ^ 

appi.ca.ion. ,f a P are„, appllcation has become ^ ^ ^ 
should follow the filing d a ,e of the parent applica.ion. 

If ,he application is a utili.y „ r plant applicatio „ fi , ed ^ m ^ ^ ^ ^ 

el™ for priority mU s, be m ade during , he pendency of the appl ica,i„ n and within the ^ of 
four months fr 0m the actua , ffllng ^ ^ ^ ^ ^ ^ ^ ^ ^ ^ 

of the prior application. See 37 CFR I 78fa¥2) and Mm Tk- , 

/«<a)(2) and (a)(5). Th,s time period is not extendable and 

a failure ,„ submit the reference re q u,re d by 35 U.S.C. 1 ,, ( e) anoVor I20 , where applicable 
w„h,n ,his time peri„ d is c„„si d ered a waiver of a „ y benefit of SU cb prior application,, „„ d e r 35 

aocep,ed if i, „ accompanied by , ^ ^ ^ ^ ^ ^ ^ 

te ^^"u.s.c., m , % m^3«5 ( .,. llBp ^^ teK(!Wfcy 
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( 1 ) a surcharge under 37 CTR 1 . 1 7(t). and (2) a statement that the entire delay between the date 
the claim was due under 37 CTR 1 .78(a)(2) or (a)(5) and the date the claim was filed was 
unintentional. The Commissioner may require additional information where there is a question 
whether the delay was unintentional. The petition should be directed to the Office of Petitions, 
Box DAC\ Assistant Commissioner for Patents, Washington, DC 20231. 



informalities indicated on the attached "Notice of Draftperson's Patent Drawing Review," PTO- 
948. In order to avoid abandonment of this application, correction is required in reply to the 
Office action. The correction will not be held in abeyance. 



Drawings 



4. 



The drawings filed on July 06, 2000 are acceptable subject to correction of the 



Specification 



5. 



This application does not contain an abstract of the disclosure as required by 37 



CFR 1 .72(b). An abstract on a separate sheet is required. 



Claim Objections 



6. 



Claim 43 is objected to because of the following informalities: claim does not end with a 



period. 



Appropriate correction is required. 
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Claim Rejections - 35 VSC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

7. Claim 36 rejected under 35 U.S.C. 101 because the claimed invention lacks patentable 
utility. 

Claim 36 is directed to a method for inducing transient disruption of myelin and/or 
demyelination in mammalian neurological tissue in the CNS of a subject. As it is well known in 
the art, multiple sclerosis (MS) is a neurodegenerative debilitating disease characterized by 
widespread demyelinated lesions in central nervous system accompanied by inflammatory cell 
infiltrates. According to the claim 36. the claimed invention is directed to a method for inducing 
demyelination which can lead to a serious neurological condition and potentially incapacitating 
disease, MS, in a subject. Therefore, the invention as claimed in claim 36 does not meet the 
requirements of 35 U.S.C. § 101 as being useful. 

Claim Rejections - 35 (JSC §112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

8. Claims 36, 38, 43, 44, 46 and 48 are rejected under 35 U.S.C. 1 12, first paragraph, 
because the specification, while being enabling for a method for inducing transient disruption of 
myelin in rodent neurological tissue, does not reasonably provide enablement for the same 
method practiced in any mammalian subject. The specification does not enable any person 
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invention commensurate in scope with these claims. 

mK "" " ma "" m,ian " CUr0,08iCal " «** 46 an, 4 8 are directed ,„ a method 

•or promo„„ g „ eU r„n repair ,v lr a„s,e„, domination. The instan, spectHcatton describes the 

admmtstratton .r. c„ m p,e„,en,-fi,i„ g ^ antibody in ^ 
comphmen, proteins can be beneficta, d U ri„ g neurona, re g e„eratio„ because this process is 

g reat, tnhihited b y the presence of cenain components iocated or embedded in my e,i n 
(« «e 5. third para g rap h and P a g e , , seventh paraph of the instan, speciftcatton for 
exampie). However, the instant specification faiis ,„ provide e„„ ug h gu i da „ce how ,„ practice 

discover how ,„ makc and use the M ^ rf ^ ^ ^ ^ 

The factors to he considered in determining whether a disciosure wonid retire undue 
experimentation ineiude „) the qua „ tiIy „ f experimentation „ecessar y , (2, the amount „ f 
lection or guidance presented, <3> the presence or absence of w„r k i„ g exampies, <4> the nature 
of .he invention, (5, the state of ,„e prior arr, (6) the rdative ^ rf ^ ^ ^ ^ ^ ^ 

pred,ctabi,i, y or unpredictabthfv of the ar, and, (8, the breadth of the Cairns. ,„ re Wands S 
USPQ2d, 1400 (CAFC 1988). 

Cairns 36, 38, 43, 44, 46, 48 are drawn to a method of treatment b y ad m i», s , ra ,i„„ of 
-position of antibodies and compiemen, proteins. The ar, of ,rea,in g diseases, disorders or 
condttions b y administration of immunoiogica,,, ac.ve proteins and antibodies is g e„eraN y 
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c»ns,de r ed ,„ be unprediclable . Nu ,„ erous pub ,, a , ons exia M t |op|c of unsuccessfu| ^ 

'rials of ,a.a,i„ g co„di,,„„s wi,h such p rol e in s , ike . for exampl , growl|l ^ ( ^ f 
-mple. ^ f a «„ rs cmer tne clim ,, , w ^ ^ ^ 

' ^' SPCC " iCa ' i0 " *•* m '» "«* * • *». t ha, w„ ul d be needed b y a roulille 
prac.i.ioner „„ how l0 extrapo , a(e dma oblajned ^ ex[Krimems ^ rodem ^ m ^ ^ 

finding ob.ained from . rodem mode| be pred . tive ofsuccessfu| ireatmm[ ^ ^ ^ 

To pracee such a m e,hod would require knowledge of ,he roul , durauon and oua„,i ty 
of ad m i„ islralion of con,bina,io„ of anybodies and co mpliment proteins l0 . subje£ , wi ^ 
■nrorma.ion is „ ol provided by (he inslaw specificatjon ins(am ^ ^ ^ 

•0 d-sdose h„ w these pararaeters are , 0 be detemiried a sim;iar method ^ ^ ^ 

pracnone, woul d have ,„ Kson t0 . substantiai ^ ^ ^ 

vana«,o„ in ,„ e amou „, and duratio „ of administratio „ ^ 
comphn™, p rot e ins of the i„s,an t inven.ion and in defining a s„i,ab,e rou.e of 

Co, iam , ,95 LT.S.P.Q. 15 0,,CCPA ,977), which „ eId lhat a ^ ^ for 

appllcaiion of uilrasomc energy ,„ ^ ^ ^ ^ ^ ^ ^ ^ 

"0, d,sc,„ S e wha, ,uf«cie„f ■ d„sa g e of „ llras0 „ ic energy might „ „ ^ ^ ^ ^ ^ ^ 
selec, appropriate iMensity , freque „ cy , and ^ ^ ^ ^ ^ ^ ^ 
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«*od imn « , v lray of illus , ra ,, on 0 ,. how c|aimed me(hod ^ ^ ^ ^ ^ ^ ^ 
requirements of 35 U.S.C. 1 12 first paragraph". 

Thus, in view of ,he lack of teachings and unpredictability of the an se, forth earlier and 

" IS0 l3Ck W ° rkinS — * - found ,„ he enabhng for a 
method for inducing transient disruption of my c„„ ,„ mamma , ian neuro|ogica] ^ |( ^ 

re,u,re undue e.perintentation and mak i„g a suhstant.a, ,„vc»,ive comribu , io „ foi ,„ e ^ 
arttsan to discover how ,„ practice the fu„ scope of Apphcanfs tnvention as currently Cainted 
»• Cain, 40. 4, and 5, are rejected under 35 U.S.C. , ,2, firs, paragraph, as containing 
-Hec, ntatter which was no, described in ,he specified i„ s „ c h . way as ,o cnahie one s k i„ed 

invention. 

•n a mammalian su bj ect by administration of complement-fixing anybodies in combmat.on with 
comments proteins. Note that .though the Nervous system dysfunction" is not limtted to a 
neuronal regeneration, with regard to claims breadth, the : 



paragraph, entails the determination of what the claims 



standard under 35 U.S.C. §1 12, first 



whole. In addition, when analyzing the enablement 



recite and what the claims mean 



as a 



specification are to be taken into 
reasonable interpretation that is 



scope of the claims, the teachings of the 



account because the claims are to be given their broadest 
is consistent with the specification. As such, the broadest 
reasons interpretation of the claimed invention is a method for treating a nervous system 
dysfunction, including trauma and degeneration, for example. The instant specification fail 
present enough guidance for the claimed method for the 



s to 



reasons explained earlier. Further, one 
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skilled In the ar, would „„, expo tha, treatment by ad mi „is,ra,io„ of complemem-fixing 

i ' ntib0dieS m C ° mbina,i0n Wil " °"»<*«™» ■*>*» would bene.1, a„ or any dysfunctions of 
-rvous ^ Taking into consider.™ ,„ a , administration of an,i- my e,i„ antibodies in 
-Nation wtth complement proteins cases demyelination of nervous .issue, a potentially 
serious pathological condilio , . ski „ ed ^ ^ ^ ^ ^ ^ ^ 

practice the chimed invent.on, and such protocol is „„, supplied by llle m _ 



The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

'0. Claims 36. 38. 40, 43, 44, 46, 48, 49 and 5. are rejected under 35 U.S.C. 1 ,2. second 
paragraph, as being .definite for failing ,o particularly point „u, and distinctly claim the subiec, 
matter which applicant regards as the invention. 

> '. Claims 36. 43, 46, 48, 4, and 5, are indefinite for bemg incomplete for omitting essentia, 
s.e P s, such omission amounting to a gap between the steps. See MPEP § 2, 72.0,. The omitted 
-ps are: the step tha, indicates the induction of myeiin disruption (claims 36 and 43,, or neuron 
—on (clattn 46), or treatment of nervous system dysfunction (claims 49 and 5,). 
1 2. Cairn 36 is further indefinite and ambiguous for recitation of "an immunological 
activating agent". The metes and bounds of this recitatton cannot be determined from the Cairn 
> 3- Cairns 36 and 46 are indefinite for the -and/or" statements. For example, claim 36 may 
encompass a, a method fo, inducing , ra „sie„, disruption of myelin and inducing demyelinatio, 
b) a method for inducng transient disruption of myelin and inducing transient disruption of 
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dcmyelination; c) a method for inducing transient disruption of myelin or inducing 
demyelination: or d) a method for inducing transient disruption of myelin or inducing transient 
disruption of demyelination. Clarification id required. 

14. Claims 43 and 46 are vague and indefinite for reciting "therapeutically effective 
amounts". It is not clear and cannot be determined from the claims or the instant specification 
what amounts of complement-fixing antibodies and complement proteins are considered to be 
"therapeutically effective" and in what proportion within the composition. Is it combination of 
"therapeutically effective amounts" of antibodies and "therapeutically effective amounts" of 
complement proteins or is it "therapeutically effective amounts" of combination of both (or 
more?). 

15. Claims 46 and 49 are vague and ambiguous for recitation of ''demyelination of myelin"". 
Clarification is required. 

Claim Rejections - 35 (JSC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

16. Claims 36, 38, 40, 43, 46 and 49 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Dyer et al. (1995, Society for Neuroscience Abstracts, IDS of Paper No. 6). 

Dyer et al. teach administration of complement proteins and myelin-specific antibodies 
(immunological activating agents), which induced transient disruption of myelin in mice (a 
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mammal), thus meeting the limitations of claims 36 and 38. Dyer et al. also describe the 
invention of claim 40, wherein neuronal disruption is interpreted as "nervous system 
dysfunction", and claims 43. 46 and 49 because the steps recited in therein are the same as 
disclosed in teachings of Dyer et al. (see the whole document). 

1 7. Claim 46 is also rejected under 35 U.S.C. 102(b) as being anticipated by Keirstead et al. 
(1992. reference Al of the IDS of Paper No.6). 

Keirstead et al. teach neuroanatomical repair and functional recovery of thoracic cord of 
an embryonic chicken after demy elination caused by injection of an IgG3 mouse GalC antibody 
plus 20% homologous serum as a source of complement (see abstract and p.l 1664, second 
column, paragraph "Dysmyelination"). 

Conclusion 

1 8. No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Olga N. Chernyshev whose telephone number is (703) 305-1003. 
The examiner can normally be reached on Monday to Friday 9 AM to 5 PM ET. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Yvonne Eyler can be reached on (703) 308-6564. The fax phone numbers for the 
organization where this application or proceeding is assigned are (703) 782-9306 for regular 
communications and (703) 782-9307 for After Final communications. 
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Certain papers related to this application may be submitted to Technology Center 1600 
by facsimile transmission. Papers should be taxed to Technology Center 1600 via the PTC) Fax 
center located in Crystal Mall 1 (CM1). The faxing of such papers must conform with the notices 
published in the Official Gazette. 1 156 OG 61 (November 16. 1993) and 1 157 OG 94 (December 
28. 1993) (see 37 C.F.R. § 1.6(d)0. NOTF: If Applicant does submit a paper by fax. the original 
signed copy should be retained by Applicant or Applicant's representative. NO DUPLICATE 
COPIES SHOULD BE SUBMITTED so as to avoid the processing of duplicate papers. 

Official papers filed by fax should be directed to (703) 308-4556 or (703) 308-4242. If 
either of these numbers is out of service, please call the Group receptionist for an alternative 
number. Faxed draft or informal communications with the examiner should be directed to (703) 
308-0294. Official papers should NOT be faxed to (703) 308-0294. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 



OlgaN. Chernyshev, Ph.D. 
April 30, 2002 



00 



CHRISTINE J. SAOUD 
PRIMARY EXAMINER 




Attachment for PTO-948 (Rev. 03/01, or earlier) 

6/18/01 

The below text replaces the pre-printed text under the heading, 
"Information on How to Effect Drawing Changes," on the back 
of the PTO-948 (Rev. 03/01, or earlier) form. 



INFORMATION ON HOW TO EFFECT DRAWING CHANGES 



1. Correction of Informalities 37 CFR 1.85 

New corrected drawings must be filed with the changes incorporated therein 
Identifying indicia, if provided, should include the title of the invention, 
inventor's name, and application number, or docket number (if any) if an 
application number has not been assigned to the application If this information is 
provided, it must be placed on the front of each sheet and centered within the top 
margin. If corrected drawings are required in a Notice of Allowability (PTOL- 
37), the new drawings MUST be filed within the THREE MONTH shortened 
statutory period set for reply in the Notice of Allowability Extensions of time 
may NOT be obtained under the provisions of 37 CFR 1 136(a) or (b) for filing 
the corrected drawings after the mailing of a Notice of Allowability. The 
drawings should be filed as a separate paper with a transmittal letter addressed to 
the Official Draftsperson. 

2. Corrections other than Informalities Noted by Draftsperson on form PTO- 
948. 

All changes to the drawings, other than informalities noted by the Draftsperson, 
MUST be made in the same manner as above except that, normally, a highlighted 
(preferably red ink) sketch of the changes to be incorporated into the new 
drawings MUST be approved by the examiner before the application will be 
allowed. No changes will be permitted to be made, other than correction of 
informalities, unless the examiner has approved the proposed changes. 

Timing of Corrections 

Applicant is required to submit the drawing corrections within the 
time period set in the attached Office communication . See 37 CFR 
1.85(a). 

Failure to take corrective action within the set period will result in 
ABANDONMENT of the application. 
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